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IN THE CLAIMS: 




Please amend the following claims: 



82. A method of screening a 
autoantibody to at least one antigen 
(a) providing a source of said at 



sample of body fluid for at least one 
which method comprises: 
least one antigen to said autoantibody; 

(b) providing a substrate having immobilized thereto at least one antibody 
to said antigen of step (a); 

(c) contacting said antigen source of step (a) with said sample of body 
fluid, so as to obtain a mixture wherein said antigen is allowed to bind 
with said autoantibody, when tjie latter is present in said sample; 

(d) allowing said mixture obtainecj in step (c) to flow along said substrate 
of step (b) and to interact with said antibody immobilized to said 
substrate; \ 

(e) providing labeling means so as\to permit monitoring of binding of said 
autoantibody and said antigen present in said mixture obtained in step 
(c); and ^ 

(f) monitoring said binding so as to provide an indication of the presence 



of said autoantibody in said sample oi-l 



fluid. 



7 



87. A method according to claim 82, whictKcom prises contacting in step (c) 
said antigen source and said sample of body fluid\with at least one non-immobilized 
antibody to said antigen. 

88. A method according to claim 87, \wherein said non-immobilized 
antibody is provided in purified form. 



94. A method according to claim 93, wherein at least said sample of body 
fluid is contacted with an application zone of said substrate, which application zone 
^ is provided upstream of said immobilized antibody on\said substrate and wherein 
said mixture is allowed to flow from said application zone along said substrate so as 
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^ ^ , to interact with said immobilized ^ntibody. 



96. A method accordirug to claim 94, wherein said application zone further 
includes at least one non-immot ilized antibody to said antigen, and said mixture in 
step (c) is obtained by contacting said sample of body fluid and said antigen with 
said non-immobilized antibody present in said application zone. 

97. A method accordinglto claim 94, wherein said antigen source of step 
(a) and said sample of body fluid are contacted remote from said substrate so as to 

^ provide said mixture of step (c), anc( said mixture is subsequently contacted with said 
application zone. 

98. A method according to ^aim 97, wherein said antigen source of step 
(a), said sample of body fluid and at^ least one non-immobilized antibody to said 
antigen, are contacted remote from sa^d substrate so as to provide said mixture of 
step (c), and said mixture is subsequently contacted with said application zone. 



100. A method according to clairyi 82, wherein said immobilized antibody is 
in purified form. 



104. A method according to claiirfiOS, w said antigen includes a 
binding site to which either said autoantibody^ofv said Immobilized antibody can bind, 
whereby in step (d) binding of said immobilized ^antibody to said binding site is 
precluded where said autoantibody has bound tO/^id binding site in step (c). 

105. A method according to claim 82,\ which comprises screening said 
sample of body fluid for at least a first and a second autoantibody to said antigen, 
wherein at least first and second antibodies to said\antigen are immobilized on said 
substrate in step (b). 

106. A method according to claim 105, whereirlysaid antigen includes: 
a first binding site to which either said first \ autoantibody or said first 

immobilized antibody can bind, whereby in step (d) binding of said first immobilized 
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antibody to said first 
bound to said first bind 



binding site is precluded where said first autoantibody has 
ing site in step (c); and 
a second binding site to which either said second autoantibody or said 
second immobilized aniibody can bind, whereby in step (d) binding of said second 
immobilized antibody to said second binding site is precluded where said second 
autoantibody has boundlto said second binding site in step (c); 

wherein said first and second binding sites are distinct sites on said antigen. 



109. A method \according to claim 87, wherein said non-immobilized 
antibody is provided with\said labeling means, which non-immobilized antibody is 
capable of binding to a site on said antigen distinct from a binding site for either (i) 
said autoantibody or autoantibodies being screened or (ii) said immobilized antibody, 
whereby in step (d), antigen is allowed to be bound both to said immobilized 
antibody and to said non-imrniobilized antibody. 

110. A method according to claim 87, which comprises screening said 
sample of body fluid for at least first and second autoantibodies to said antigen, 
wherein said non-immobilized antibody is capable of binding to a site on said antigen 
to which either said first or second autoantibody can bind and which is distinct to a 
binding site on said antigen foresaid immobilized antibody, whereby in step (d) 
antigen is allowed to be bound bojh^^o's^d immobilized antibody and to said non- 
immobilized antibody. 




111. A method according to^lsiim 110, wherein said antigen includes: 
a first binding site to which either said first autoantibody or said immobilized 
antibody can bind, whereby in step (d) binding of immobilized antibody to said first 
binding site is precluded where said first autoantibody has bound to said first binding 
site in step (c); and 

a second binding site to which eithei\said second autoantibody or said non- 
immobilized antibody can bind; 

wherein said first and second binding sittes are distinct sites on said antigen. 



114. A method according to claim 87 which further comprises a positive 
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control that is present in the presence or absence of the autoantibody or 
autoantibodies being screened, wherein the positive control comprises attaching to 
the substrate at least one control agent that can bind to the at least one non- 
immobilized antibody. 





v115. A kit for use in screening a sample of body fluid for at least one 
autoantibody to at least one antigen, which kit comprises: 

a source of said at least one antigen to said autoantibody; 
a substrate having immobilized thereto at least one antibody to said 
ntigen; 

eans for contacting said antigen source with said sample of body 
fluid, so as to obtain a mixture wherein said antigen is allowed to bind 
with^aid autoantibody, when the latter is present in said sample; 

(d) means, for allowing said mixture to flow along said substrate and to 
interact with said antibody immobilized to said substrate; 

(e) labeling means to permit monitoring of binding of said autoantibody 
and said antigen present in said mixture; and 

(f) means for mqnitoring said binding so as to provide an indication of the 
presence of safd autoantibody in said sample of body fluid. 



120. A kit according to GHainTTtSL which further comprises a source of at 
least one non-immobilized antibo^^o saidjantigen and means whereby said non- 
immobilized antibody can be contacte^<^ witji said antigen source and said sample of 
body fluid. 



121. A kit according to claim 120, 
provided in purified form. 



lerein said non-immobilized antibody is 



126. A kit according to claim 115, wherein said substrate comprises an 
application zone for at least said sample of body Tluid, which application zone is 
provided upstream of said immobilized antibody on sjaid substrate, whereby said 
mixture is allowed to flow from said application zone al\ng said substrate so as to 
interact with said immobilized antibody. 
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128. A kit according to claim 126, winerein said application zone further 
includesyat least one non-immobilized antibody to said antigen, and means whereby 
said mixtWe is obtained by contacting said sample of body fluid and said antigen 
with said nc\n-immobilized antibody present in said application zone, 

129. A\kit according to claim 126, wherein means are provided whereby 
said antigen source and said sample of body fluid are contacted remote from said 
substrate so as ip provide said mixture and means whereby said mixture is 
subsequently contacted with said application zone. 



130. A kit according to claim 129, wherein means are provided whereby 
said antigen source, said^ample of body fluid and at least one non-immobilized 
antibody to said antigen, areScontacted remote from said substrate so as to provide 
said mixture, and means whereby said mixture is subsequently contacted with said 
application zone. 



132. A kit according to clai 
provided in purified form. 




115, wherein said immobilized antibody is 



135. A kit according to claim 1 1 5,Mbr screening said sample of body fluid for 
one said autoantibody, wherein said antigenNnotudes a binding site to which either 
said autoantibody or said immobilized antibod\ can bind, whereby binding of said 
immobilized antibody to said binding site is preclu<^ed where said autoantibody has 
previously bound to said binding site. 



137. A kit according to claim 136, wherein said ahtigen includes: 
a first binding site to which either said first autoantibody or said first 

immobilized antibody can bind, whereby binding of said first nrimobilized antibody to 

said first binding site is precluded where said first autoantibody rs^as previously bound 

to said first binding site; and 

a second binding site to which either said second autoantibody or said 

second immobilized antibody can bind, whereby binding of said seco\d immobilized 



7 of 27 



10 



U. S.S.N. 09/582,52^ 

\antibody to said second binding site is precluded where said second autoantibody 
tr^s previously bound to said second binding site; 

wherein said first and second binding sites are distinct sites_QD thA antigpn 



140. A kit according to claim 120, wherein said non-immobilized antibody is 
provided\with said labeling means, which non-immobilized antibody is capable of 
binding to\a site on said antigen distinct from a binding site for either (i) said 
autoantibody\or autoantibodies being screened or (ii) said immobilized antibody, 
whereby antigen is allowed to be bound both to said immobilized antibody and to 
said non-immobifeed antibody. 

141. A kit according to claim 120 for screening said sample of body fluid for 
at least first and second autoantibodies to said antigen, wherein said non- 
immobilized antibody is capable of binding to a site on said antigen to which either 
said first or second autoantibody can bind and which is distinct to a binding site on 
said antigen for said immobilized antibody, whereby antigen can be bound both to 
said immobilized antibody and to^^aid non-immobilized antibody. 

142. A kit according to claim 141, wherein said antigen includes: 

a first binding site to which either said first autoantibody or said immobilized 
antibody can bind, whereby binding of imVno^r2fechaTitibody to said first binding site 
is precluded where said first autoantibody^s>previo/Jsly bound to said first binding 
site; and 

a second binding site to which either saicK^second autoantibody or said non- 
immobilized antibody can bind; 

wherein said first and second binding sites are^stinct sites on said antigen. 



145. A kit according to claim 120 which further colriprises a positive control 
that is present in the presence or absence of the at least one autoantibody being 
screened, wherein the positive control comprises at least one control agent attached 
to the substrate that can bind to the at least one non-immobilizedVntibody. 

146. A method of screening a patient for at least one autoantibody to at 
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ist one antigen, which method comprises: 

(a) obtaining a sample of body fluid from said patient; 

contacting said sample of body fluid of step (a) with an antigen source 
of a kit according to claim 115, so as to obtain a mixture wherein said 
antigen is allowed to bind with said autoantibody, when the latter is 

resent in said sample; 
ailoima said mixture to flow along a substrate of said kit and to interact 
with ^[y/^ntibody immobilized to said substrate; and 
monitofiha binding of said autoantibody and said antigen present in 
said mixtu>e, so as to provide an indication of the presence of said 
autoantibody in said sample of body fluid from said patient. 




(c) 
(d) 
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